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1 . The applicant Is hereby notified that this International Preliminary Examining Authority transmits herewith the 
international preliminary examination report and its annexes, if any, established on the international 
application. 

2. A copy of the report and its annexes, if any. is being transmitted to the International Bureau for 
communication to all the elected Offices. 

3. Where required by any of the elected Offices, the International Bureau will prepare an English translation of 
the report (but not of any annexes) and will transmit such translation to those Offices. 

4. REMINDER 

The applicant must enter the national phase before each elected Office by performing certain acts (filing 
translations and paying national fees) within 30 months from the priority date (or later in some Offices) 
(Article 39(1)) (see also the reminder sent by the International Bureau with Form PCT^B^OI). 

Where a translation of the international application must be furnished to an elected Office, that translation 
must contain a translation of any annexes to the international preliminary examination report. It is the 
applicant's responsibility to prepare and furnish such translation directly to each elected Office concerned. 

For further details on the applicable time limits and requirements of the elected Offices, see Volume II of the 
PCT Applicant's Guide. 

The applicant's attention is drawn to Article 33(5), which provides that the criteria of novelty, inventive step 
and industrial applicability described in Article 33(2) to (4) merely serve the purposes of international 
preliminary examination and that "any Contracting State may apply additional or different criteria for the 
purposes of deciding whether, in that State, the claimed inventions is patentable or not" (see also Article 
27(5)). Such additional criteria may relate, for example, to exemptions from patentability, requirements for 
enabling disclosure, clarity and support for the claims. 
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This International preliminary examination report has been prepared by this International Preliminary Examining 
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IS This report is also accompanied by ANNEXES, i.e. sheets of the description, claims andAjr drawings which have 
been amended and are the basis for this report and>br sheets containing rectifications made before this Authority 
(see Rule 70.16 and Section 607 of the Administrative Instructions under the PCT). 

These annexes consist of a total of 8 sheets. 
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INTERNATIONAL PRELIMINARY r^^^^r. 
EXAMINATION REPORT International application No. PCTyEP 03a)0598 

I. Basis of the report 

1 . With regard to the elements of the international application (Replacement sheets which have been furnished to 
the receiving Office in response to an invitation under Article 14 are referred to in this report as "originally filed" 
and are not annexed to this report since they do not contain amendment (Rules 70. 16 and 70. 1 7)): 



as originally filed 

received on 04.12.2003 with letter of 04.12.2003 



as originally filed 

received on 04.12.2003 with tetter of 04.12.2003 
Drawings, Sheets 

1/27-27/27 as originally filed 

2. With regard to the language, all the elennents marked above were available or furnished to this Authority in the 
language in which the international application was filed, unless otherwise indicated under this item. 

These elements were available or furnished to this Authority in the following language: , which is: 

□ the language of a translation furnished for the purposes of the international search (under Rule 23.1(b)). 

□ the language of publication of the international application (under Rule 48.3(b)). 

□ the language of a translation furnished for the purposes of international preliminary examination (under 
Rule 55.2 ar\M>r 55.3). 

3. With regard to any nucleotide andibr amino acid sequence disclosed in the international application, the 
international preliminary examination was carried out on the basis of the sequence listing: 

□ contained in the international application in written form. 

□ filed together with the international application in computer readable form. 

□ furnished subsequently to this Authority in written form. 

□ fumished subsequently to this Authority in computer readable form. 

□ The statement that the subsequently furnished written sequence listing does not go beyond the disclosure 
In the international application as filed has been furnished. 

□ The statement that the information recorded in computer readable form Is identical to the written sequence 
listing has been fumished. 

4. The amendments have resulted in the cancellation of: 

□ the description, pages: 

□ the claims, Nos.: 

□ the drawings. sheets: 



Description, Pages 

1, 4-9, 12-71 

2. 3, 10, 11 

Claims, Numbers 

2-11, 14-36, 38-70 
1. 12, 13,37 
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6. □ This report has been established as if (some of) the amendments had not been made, since they have 
been considered to go beyond the disclosure as filed (Rule 70.2(c)). 

(Any replacement sheet containing such amendments must be refened to under item 1 and annexed to this 
report.) 

6. Additional observations, if necessary: 

III. Non-establishment of opinion with regard to novelty, Inventive step and industrial applicability 

1 . The questions whether the claimed invention appears to be novel, to involve an inventive step (to be non- 
obvious), or to be industrially applicable have not been examined in respect of: 

□ the entire international application, 
SI claims Nos. 70 

because: 

□ the said international application, or the said claims Nos. relate to the following subject matter which does 
not require an international preliminary examination (specify): 

□ the description, claims or drawings (indicate particular elements twiow) or said claims Nos. are so unclear 
that no meaningful opinion could be formed (specify): 

□ the claims, or said claims Nos. are so inadequately supported by the description that no meaningful opinion 
could be formed. 

S no international search report has been established for the said claims Nos. 70 

2. A meaningful international preliminary examination cannot be carried out due to the failure of the nucleotide and/ 
or amino acid sequence listing to comply with the standard provided for in Annex C of the Administrative 
Instructions: 

□ the written form has not been furnished or does not comply with the Standard. 

□ the computer readable form has not been furnished or does not comply with the Standard. 

V. Reasoned statement under Article 35(2) wHh regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 

1. Statement 

Novelty (N) Yes: Claims 6, 1 2-31 , 35, 36, 41 -44, 48-54, 57-60, 64-69 

No: Claims 1 -5, 7-1 1 . 32-34, 37-40, 45-47, 55, 56. 61 -63 

Inventive step (IS) Yes: Claims 

No: Claims 1-69 

Industrial applicability (lA) Yes: Claims 1-69 

No: Claims 

2. Citations and explanations 
see separate sheet 
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Re Item ill 

Non-Establishment of opinion with regard to novelty, inventive step and industrial 
applicability 

Claim 70 was not searched in view of Article 17(2)(a)(i) PCT and Rule 39.1 (iv) PCT and 
therefore no substantive examination can be performed. 

Moreover, claim 70 relates to subject-matter considered by this Authority to be covered 
by the provisions of Rule 67.1 (iv) PCT. Consequently, no opinion will be fomnulated on 
the subject-matter of this claim (Article 34(4)(a)(i) PCT). 

Re Item V 

Reasoned statement under Article 35(2) with regard to novelty, inventive step or 
industrial applicability; citations and explanations supporting such statement 

Document WO-A-9834664, which is considered to represent the most relevant state of 
the art, discloses (cf. page 4, line 20 to page 10, line 6): 

a medicament dispenser (1) for containing plural elongate medicament carriers 
(2), each having multiple distinct medicament dose portions (4) carried thereby, 
said dispenser (1) having a dispensing mechanism (16) for dispensing the distinct 
medicament dose portions (4) carried by each of said plural medicament carriers, 
said mechanism (16) comprising: 

a) at least one receiving station for receiving each of the plural medicament 
carriers (2); 

b) a release (7) for releasing in combination a distinct medicament dose portion 
(4) from each of the plural medicament carriers (2) on receipt thereof by said 
receiving station; and 

c) an outlet (12), positioned to be in communication with the distinct 
medicament dose portions (4) releasable by said release (7); and 

d) at least one indexer (page 8, lines 3 to 14) for individually indexing the 
distinct medicament dose portions (4) on each of the plural medicament 
carriers (2) 

Eventhough some of these features are presented as relating to different embodiments, 
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EXAMINATION REPORT - SEPARATE SHEET , 

their disclosure in the description Indicates that the features are to be combined (see 
page 8, line 1 1 , "can also be incorporated in the embodiment of" and page 9, lines 17 
to 19, "is not limited ot use with"). It is considered that document WO-A-9834664 clearly 
anticipates the features of claim 1 , contrary to the requirements of Article 33(2) PCT. 
Claim 1 is therefore not new. 

Even when considering the features as separate, document WO-A-9834664 does not 
contain any teaching why the disclosed features should not be combined. It would be 
obvious to the skilled person to combine the disclosed features when any one of the 
w indicated problems arises. Thus, arriving at a medicament dispenser according to the 
wording of claim 1 without the use of inventive skill. Therefore, claim 1 does not involve 
an inventive step (Article 33(3) PCT). 

The device disclosed in claim 1 is industrial applicable and therefore the requirements 
of Article 33(4) PCT are met. 

Dependent claims 2 to 69 do not contain any features which, in combination with the 
features of any claim to which they refer, meet the requirements of the PCT in respect 
of novelty and/or inventive step, the reasons being as follows: 

Document WO-A-9834664 additionally discloses features regarding 
^ - the number of elongated medicament carriers and the arrangement of dose 

portions thereon (claims 2. 37-40. 45-47, 55, 56: page 9, lines 23 to 28, page 10, 
lines 2 to 5 and figure 9b); 

the receiving station (claim 3: compare figure 9b, in relation with the elongated 
medicament carrier(s) in figure 13b of the current application; claims 4, 5 and 
9-1 1 : page 9, line 27 to page 10, line 6, figure 7); 
the outlet (claims 7 and 8: page 6, line 7); 

electronic operation of the dispenser (claims 32, 33: page 9, lines 4 to 6); 

loading of the device (claim 34: page 6, lines 14 to 16); and 

medication used in the dispenser: (claims 61-63: page 10, lines 7 to 20). 

Claims 2-5, 7-1 1 , 32-34. 37-40, 45-47, 55, 56, and 61-63 are therefore not new (Article 

33(2) PCT). 
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Claims 6, 12-31, 35-36, 41-44, 48-54 and 57-60 relate to an embodiment comprising a 
medicament carrier in the form of a peelable strip. A dispenser containing this type of 
carrier Is known from document GB-A-2242134 (page 5, line 4 to page 1 1 , line 2). The 
additional features of claims dependent from claim 12 are the direct result of 
implementation of a peelable strip in the perforating dispenser according to 
WO-A-9834664. Changes to the shape of the peelable strip are considered minor 
design changes, to be applied where circumstances make it desirable (see also 
document DE-A-1461280, figure 3), These claims therefore do not involve an inventive 
step (Article 33(3) PCT). 

Claims 64 to 69 relate to the combination off medicaments contained in the elongated 
medicament carriers. Eventhough the elongated medicament carriers disclosed in the 
prior art as currently available does not contain references to the administration of 
combined medicaments, the advantages of dispensing these particular groups of 
medicaments in combination are easily anticipated by the skilled person, and a the 
combinations of medicaments mentioned in claims 64 to 69 are known to be 
administered, both as a mixed medicament and as separate components. These claims 
therefore do not involve an inventive step (Article 33(3) PCT). 



Claims 2 to 69 depend from claim 1 and refer to further embodiments of the dispenser 
described in claim 1 and thus meet the requirements of Article 33(4) PCT for the same 
reasons explained above. 
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It is thus, desirable in certain ctrcumstanoes. to have a medicament dispenser that 
separately (i.e. in isolated fashion) contains each active component (or mixture 
thereof) of a combination product, but which enables the delivery of a combined 
dose In response to a minimum number of patient actions, in particular. It is desirable 
5 that all active components of the combined dose are delivered to the patient in a 
single, combined dose in response to a single patient dosing action. For example, it 
is desirable that a combination inhaled medi€:ament product be delivered in response 
to a single actuation of an inlialer. even where the active components of that 
combined product are separately stored within the inhaler device. 



The Applicants have now found that a particularly effective way to meet the above 
described desiderata is prodded by a medicament dispenser which comprises plural, 
separate elongate form medicament carriers (e.g. blister strips), each containing In 
isolated feshion. a different medicament active (or mbcture thereoO. wherein the 
13 dispenser enables release of the medicament actives from each separate blister strip 
to pro^de a combined dose for administration to a patient. 



20 According to one aspect of the invention there is provided a medicament dispenser 
for containing plural elongate form medicament carriers, each having multiple distinct 
medicament dose portions carried thereby, said dispenser having a dispensing 
mechanism for dispensing the distinct medicament dose portions carried by each of 
said plural medicament carriers, said mechanism comprising. 



a) at least one receiving station for receiving each of the plural medicament 
carriers: 

b) a release for releasing in combination a distinct medicament dose portion 
30 from each of the plural medicament carriers on receipt thereof by said receiving 



10 



Summary of the Invention 



25 



Station; 
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c) an outlet, positioned to t>6 in communication with tlie distinct medicament 
dose portions releasable by said release; and 

d) at least one indexer for individually indexing the distinct medicament dose 
5 portions of each of the plural medicament carriers. 

in combination, the distinct medicament dose portions releasable from each of the 
plural medicament carriers comprise a defined dose of combination product That is 
to say, that when combined together (e.g. on release) the.distinct active medicament 
10 dose portions form a single dose of a 'multi-active' medicament treatment 

The medicament dispenser is designed to receive plural elongate form medicament 
carriers. Preferably, the medicament dispenser is designed to receive from two to 
four such elongate fonm medicament carriers, more preferably two such carriers. 



Each medicament cam'er has multtple distinct dose portions earned thereby. The 
dtsfinct dose portions are typically arranged in spaced fashion, more preferably In 
progressive arrangement (e.g. series progression) on the carrier such that each dose 
portion is separately accessible. 



The temi medicament carrier herein is used to define any suitable fonm of earner. 
Suitably, each elongate form medicament carrier is in the fomi of a strip or tape. In 
one preferred aspect the carrier has a blister pack form, but it could also, for 
example, comprise a carrier onto which medicament has been applied by any 
25 suitable process including printing, painting and vacuum occlusion. 

In one aspect, the medicament carrier comprises a blister pack in laminate form. 
Suitably, the laminate comprises material selected from the group consisting of metal 
fbil. organic polymeric material and paper. Suitable metal foils indude aluminium or 
30 tin foil having a thickness of from 5 to 100^m. preferably from 10 to 50^m. such as 
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dnjg as a result of the airflow created by inhalation by the patient For example, 
baffles or other mechanical aids to mixing may be incorporated. Venturi channelling 
of the airfloM^ is also envisaged in embodiments. Helical form channels are 
envisaged. 

s 

The mechanism also comprises an indexer for Indexing (e.g. individually) the distinct 
medicament dose portions oT each of the plural medicament carriers. Said indexing 
typically happens In sequential fashion, for example accessing dose portions 
sequentially arranged in series along the length of the elongate carrier. The indexing 
10 of each carrier may be arranged to occur in coupled fashion, that is to say each is 
indexed concurrently. 

In 9 preferred aspect, the medicament carrier comprises a peelable blister strip, in 
this aspect, the release suitatily comprises a peeler for peeling apart a base sheet 
IS and lid sheet of each peelable strip to open a podceL Suitably, the peeler includes lid 
driver for pulling apart a lid sheet from a base sheet of a podcet that has been 
rec^ved at the opening station. 

Preferably, there is provided a medicament dispenser for containing plural blister 
20 strip fomi medicament carriers, each having multiple distinct pockets fbr containing 
medicament dose portions, wherein said podcets are spaced along the length of and 
defined between two peelable sheets secured to each other, said dispenser having a 
dispensing mechanism for dispensing the medicament dose portions contained 
within said plural medicament carriers, said mechanism comprising. 

25 

a) an opening station for receiving a pocket of each of said medicament carriers; 

b) at least one peeler positioned to engage a t>ase sheet and a lid sheet of a 
podcet v^rhich has been received in said opening station for peeling apart such a 

30 t>ase sheet and lid sheet, to open such a pocket; 
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c) an outlet positioned to be in communication with an opened poclcet tiirough 
which a user can access a medicament dose portion from such an opened poci^ 
and 

5 d) at least one indexer for Individually indexing the distinct pockets of each of the 
plural medicament earners. 

In one aspect, a common opening station is provided for receiving a pocitet of each 
of said medicament canlers. In another aspect; distinct opening stations are 
10 provided for receiving a podcet of each medicament canier. Suitably, the distinct 
opening stations are linidng by a communicating passageway or other means for 
enabling the coming together of the separately released medicaments. 

Generally, the opening station(s} are located at a fixed position within the dispenser. 
15 In one aspect however, the opening station(s) are movable within the dispenser. The 
positioning of the opening station(s) may therefore be varied during the course of 
operation of the dispenser e.g. to act as a compensating means to ensure uniform 
accessing of pock^ over the entire length of a strip form medfoament carrier. 

20 In one aspect, each movable opening station comprises a chamber (e.g. of cruciform 
shape) that in use. moves to locate adjacent respective opened leading pockets of 
each blister strip. The chamber is suitably provided to a carrier (e.g. bobblrvshaped) 
that is movabiy mounteble within the dispenser e.g. along a sprung axis. 

25 In the dispenser, each peelable strip fbrm medicament canier is acted on by a peeler 
(l.e. peeling means). The peeler engages a base sheet and a lid sheet of a pocket 
that has been received at the opening statton(s) for peeling apart the base sheet and 
lid sheet to open a pocket In one aspect, each peelable strip form medicament 
carrier is acted on by common peeler. In other aspects, each peelable strip is acted 

30 on by its own (i.e. separate) peeler. 
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Claims 

1. A medicament dispenser for containing plural elongate form medicament 
carriers, eadi having multiple distinct medicament dose portions carried thereby. 

5 said dispenser having a dispensing mechanism for dispensing the distinct 
medicament dose portions carried t>y each of said plural medicament canlers. said 
met^anism comprising, 

a) at least one receiving station for receiving each of the plural medicament 
to carriers; 

b) a release for releasing In combination a distinct medicament dose portion 
from each of the plural medicament carriers on receipt thereof by said receiving 
station: 

c) an outlet positioned to be in communication with the distinct medicament 
IS dose portions releasable by said release; and 

d) at least one indexer for individually indexing ttie distinct medicament dose 
portions of each of the plural medicament carriers. 

2. A medicament dispenser according to claim 1 for use with from two to four 
20 elongate form medicament carriers. 

3. A medicament dispenser according to either of claims 1 or 2, wherein a 
common receiving station receives each of the plural medicament carriers. 

25 4, A medicament dispenser according to either of claims 1 or 2. comprising 
plural distinct receiving stations each for receiving a single medicament canrier. 

5. A medicament dispenser according to any of claims 1 to 4, wherein said 
release comprises means to access medicament carried toy said medicament carrier 
30 by a rupturing, puncturing, tearing or peeling acHon. 
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6. A medicament dispenser to claim 5, wherein said release comprises a peeler 
for peeling apart a peelable blister strip fonn medicament cam'er. 

7. A medicament dtepenser according to any of claims 1 to 6, wherein said outlet 
s is a single common outlet, which communicates with the distinct medicament dose 

portions on their release. 

8. A medicament dispenser according to claim 7, wherein said coronron outlet is 
shaped to encourage rraxing of said released medicament dose portions. 

10 

9. A medicament dispenser according to any of claims 1 to 8. wherein a single 
indexer Indexes each of the plural medicament carriers. 

10. A medicament (fispenser according to any of daims 1 to 8. comprising plural 
IS distinct indexers each far indexing a single medicament carrier. 

11. A medicament dispenser according to dalm 10. wherein said plural distinct 
indexers are mutually coupled. 

20 12. A medicament dispenser according to daim 1, for containing plural blister 
strip Ibmn medicament carriers, each having multiple distinct pockets for containing 
medicament dose portions, wherein said pockets are spaced along the lengtti of and 
defined between two peelable sheets secured to each other, said dispenser having a 
dispensing mechanism for dispensing the medicament dose portions contained 

25 within said plural medicament carriers, said mechanism comprising, 

a) an opening station for receiving a pocket of each of said medicament carriers; 
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b) at least one peeler positioned to engage a base sheet and a lid sheet of a 
pocket which has been receh^d in said opening station for peeling apart such a 
base sheet and IkJ sheet to open such a pocket; 

s c) an outlet, positioned to l>e in communication with an opened pocket through 
which a user can access a medicament dose portkin from such an opened pocket: 



d) at least one indexer for indivklually indexing the distinct pockets of each of the 
10 plural medicament carriers. 

13. A medicament dispenser according to dalm 12. for containing from two to 
four blister strips. 

15 14. A medicament dispenser according to either of daims 12 or 13, wherein a 
common opening station receives each of the plural blister strips. 

15. A medicament dispenser according to either of claims 12 or 13. comprising 
plural distinct opening statkms each for receiving a single blister strip. 

20 

16. A medicament dispenser according to any of daims 12 to 15. wherein said 
opening station is movable within the dispenser. 

17. A medicament dispenser according to dalm 16, wherein said movable 
25 opening station comprises a diamber that in use, moves to locate adjacent said 

opened poclwt of each said plural blister strips. 

18. A medicament dispenser according to dalm 17. wherein sakJ chamber is 
provided to a carrier that is movably mountable along a sprung axis. 

30 
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36. A medicament dispenser according to either of claims 34 or 35 In kit of parts 
fform. 

5 37. A medicament dispenser according to any of claims 1 to 36. containing plural 
elongate form medicament carriers, each having multiple distinct dose portions 
carried theretiy. 

3d. A medicament dispenser according to dalm 37, wherein said multiple distinct 
10 dose portions are arranged in series progression on the carrier such that each dose 
portion is separately accessible. 

39. A medicament dispenser according to either of claims 37 or 38. wherein eadn 
medicament carrier is In the form of a strip or tape. 

IS 

40. A medicament dispenser according to any of claims 37 to 39. wherein each 
medicament carrier is in the form of a blister pack. 

41. A medicament dispenser according to dalm 40, wherein said blister pack form 
20 medicament canrier comprises a peeiable blister strip. 

42. A medicament dispenser according to claim 41. wherein sa'd peeiable blister 
strip comprises a base sheet In whteh blisters are formed to define pockets therein 
for containing distinct medicament dose portions arKi a lid sheet that Is hermetically 

25 sealable to the base sheet except in the region of the blisters In such a manner that 
the lid sheet and the base sheet can be peeled apenrt. 

43. A medicament dispenser according to dalm 42. wherein said lid sheet 
comprises at least the following successive layers: (a) papen adhesively bonded to 

30 (b) polyester adhesively bonded to (c) aluminium foil; that is coated with a heat seal 
lacquer for t>onding to the base sheet 
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